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The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136{a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 
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1 )El Responsive to communication(s) filed on 05 February 2004 . 
2a)K This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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Application/Control Number: 09/823,101 Page 2 

Art Unit: 1642 

DETAILED ACTION 

Applicant's amendment filed on 02/05/2004 is acknowledged. 
Claim 1 is amended, claims 26-30 are new. Claims 1, 3, 4, and 26-30 are pending and 
under consideration. 

Claim Rejections - 35 USC §112 

The rejection of claims under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is withdrawn in view of the amendment. 

Claims 1 , 3, and 4 remain rejected and new claims 26-30 are newly rejected 

under 35 U.S.C. 112, first paragraph, as failing to comply with the written description 
requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

Claim 1 is drawn to genus of polynucleotide comprising SEQ ID NO: 1-1 3, 
wherein claim 3, is drawn to a vector comprising said genus, wherein claim 4 is drawn 
to a host cell expressing said vector, wherein claims 26-30 are drawn to a selected 
individual SEQ ID NO. As stated in the previous Office action, SEQ ID NO:1-13 are 
ESTs. 

Applicant argues that the rejection should be withdrawn in view of the 
amendment. The argument has been fully considered but found unpersuasive for the 
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following analysis that can be found at page 30-32 of PTO Written Description 
Guidelines (see attached Exhibit A). 

The present claims 1, 3, and 4 encompass full-length genes and cDNAs (such as 
differently spliced isoforms of said full-length gene) that are not further described. 
There is substantial variability among the species of DNA s encompassed within the 
scope of the claims because SEQ ID NO: 1-1 3 are only a fragment of any full-length 
gene(s) or cDNA species. They are structurally unrelated. A description of a genus of 
cDNA may be achieved by means of a recitation of a representative number of cDNAs, 
defined by nucleotide sequences, falling within the scope of the genus or of a recitation 
of structural features common to the members of the genus, which features constitute a 
substantial portion of the genus. Since SEQ ID NO:1-13 are different ESTs as stated in 
the previous Office action, the breath of the claims as reading on genes yet to be 
discovered, the lack of correlation between the structure and the function of the genes, 
it is concluded that the written description requirement is not satisfied. 

The rejection of Claims 1 , 3, and 4 under 35 U.S.C. 1 1 2, first paragraph, because 
the specification, while being enabling for SEQ ID NOs 1-13, does not reasonably 
provide enablement for degenerate nucleic acid molecules encoding the proteins 
encoded by SEQ ID NOs 1-13 is withdrawn in view of the amendment. 

Rejection of Claims 5 and 6 under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement does not apply any pending claims in view 
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of the amendment. The amendment took care of the issue raised in the previous Office 
action. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D. whose telephone number is 571- 
272-0839. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne C Eyler can be reached on 571-272-0871 . The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



MISOOK YU, Ph.D. 

Examiner 

Art Unit 1642 




Example 7: EST 



Specification: The specification discloses SEQ ID NO: 16 which is a partial 
cDNA. The specification does not address whether the cDNA crosses an 
exon/intron splice junction. The specification discloses that this sequence 
will specifically hybridize with the complement of the coding sequence of a 
gene of an infectious yeast. The presence of the nucleic acid detected by 
hybridization with the complement of the coding sequence is useful for 
identifying yeast infections. Example 1 of the specification describes an 
experiment where SEQ ID NO: 16 was determined following 
characterization of a cDNA clone isolated from a cDNA library. 

Claim: 

An isolated DNA comprising SEQ ID NO: 16. 
Analysis: 

A review of the full content of the specification indicates SEQ ID NO: 
16 is essential to the operation and function of the claimed invention. The 
specification indicates that the presence of DNA that hybridizes with SEQ 
ID NO: 16 is indicative of a yeast infection. 

A review of the language of the claim indicates that the claim is 
drawn to a genus, i.e., any nucleic acid that minimally contains SEQ ID NO: 
16 within it including any full length gene which contains the sequence, any 
fusion constructs or cDNAs. 

The search indicates that SEQ ID NO: 16 is a novel and unobvious 
sequence. 
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There is a single species explicitly disclosed (a molecule consisting of 
SEQ ID NO: 16 that is within the scope of the claimed genus). 

There is actual reduction to practice of the disclosed species. 

The disclosure of a single disclosed species may provide an adequate 
written description of a genus when the species disclosed is representative of 
the genus. The present claim encompasses full-length genes and cDNAs that 
are not further described. There is substantial variability among the species 
of DNAs encompassed within the scope of the claims because SEQ ID NO: 
16 is only a fragment of any full-length gene or cDNA species. When 
reviewing a claim that encompasses a widely varying genus, the examiner 
must evaluate any necessary common attributes or features. In the case of a 
partial cDNA sequence that is claimed with open language (comprising), the 
genus of, e.g., "A cDNA comprising [a partial sequence]," encompasses a 
variety of subgenera with widely varying attributes. For example, a cDNA's 
principle attribute would include its coding region. A partial cDNA that did 
not include a disclosure of any open reading frame (ORF) of which it would 
be a part, would not be representative of the genus of cDNAs because no 
information regarding the coding capacity of any cDNA molecule would be 
disclosed. Further, defining "the" cDNA in functional terms would not 
suffice in the absence of a disclosure of structural features or elements of a 
cDNA that would encode a protein having a stated function. 

A description of a genus of cDNAs may be achieved by means of a 
recitation of a representative number of cDNAs, defined by nucleotide 
sequence, falling within the scope of the genus or of a recitation of structural 
features common to the members of the genus, which features constitute a 
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substantial portion of the genus. Regents of the University of California v. 
Eli Lilly & Co. , 119 F3d 1559, 1569, 43 USPQ2d 1398, 1406 (Fed. Cir. 
1997). 

Here, the specification discloses only a single common structural feature 
shared by members of the claimed genus, i.e., SEQ ID NO: 16. Since the 
claimed genus encompasses genes yet to be discovered, DNA constructs that 
encode fusion proteins, etc., the disclosed structural feature does not 
"constitute a substantial portion" of the claimed genus. Therefore, the 
disclosure of SEQ ID NO: 16 does not provide an adequate description of 
the claimed genus. 

Weighing all factors, 1) partial structure of the DNAs that comprise 
SEQ ID NO: 16, 2) the breadth of the claim as reading on genes yet to be 
discovered in addition to numerous fusion constructs and cDNAs, 3) the lack 
of correlation between the structure and the function of the genes and/or 
fusion constructs; in view of the level of knowledge and skill in the art, one 
skilled in the art would not recognize from the disclosure that the applicant 
was in possession of the genus of DNAs which comprise SEQ ID NO: 16. 

Conclusion: The written description requirement is not satisfied. 
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